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earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 
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2a)n This action is FINAL. 2b)S This action is non-final. 
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Application Papers 
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Replacement drawing sheet(s) including the correction Is required if the drawing(s) is objected to. See 37 CFR 1 .121(d). 
1 1 )D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-1 52. 
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DETAILED ACTION 

This Office Action is in response to Applicant's amendment filed on 23 February 2007. 

Information Disclosure Statement 

The information disclosure statement filed 1 9 March 2007 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent document; 
each non-patent literature publication or that portion which caused it to be listed; and all 
other information or that portion which caused it to be listed. It has been placed in the 
application file, but the information referred to therein has not been considered. Copes 
of PCT/XX06/08634 AND PCT/xx06/1 1 6558 were not provided. Further, Applicant has 
not designated to what country the PCTs belong. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
mal<ing and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

1 . Claim 1 Is rejected under 35 U.S.C. 112, first paragraph, as falling to comply with 
the written description requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to reasonably convey to one skilled in 
the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. Applicant does not disclose the deployment of two separate 
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structures, as claimed in Claim 1, in the specification of the present application or in 
parents US Patent 6,629,534 or Provisional Application 60/128,690. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the Invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 11-16, 18, 20, 21, 24, 26, 27,30, 32-35 are rejected under 35 
U.S.C. 102(e) as being anticipated by Oz, et at. (US Patent Number 6,269,819). 

Claim 11 and 21 and 27: Oz'819 discloses a method of repairing a heart valve by 
advancing a catheter (column 6, lines 29-34) through a patient's vasculature (column 8, 
lines 19-21) having an annuloplasty device releasably attached (column 2, lines 47-54). 
The annuloplasty device (102 in Figure 13, for example) is deployed to hold the leaflets 
of the heart valve together and reduce regurgitation (column 2, lines 47-54). Holding the 
valve leaflets together also modifies the spatial relationship between first and second 
valve leaflets to reduce regurgitation of the heart valve. 

3. Claim 12, 13. 14, 15, 16, 26, 33-35: Oz'819 discloses modifying the spatial 
relationship between the leaflets by clipping opposed points along the leaflets together 
(column 5, lines 46-56 and Figure 13). Further, regarding Claim 34, it is known that 
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chordae are part of the leaflets, therefore, the opposed chordae are linked when the 
opposed leaflets are attached. 

4. Claim 18, 24, 30: Oz'819 discloses that the structure can be deployed on the 
atrial side of the annulus (column 7, lines 51-58). 

5. Claim 20: Oz'819 discloses advancing the catheter through the interatrial septum 
of the heart (column 8, lines 28-30). 

6. Claim 32: Oz'81 9 discloses that the fastener clips will be made out of nitinol, 
stainless steel or titanium, which are not bioabsorbable materials, so they will be in 
place permanently (column 5, lines 14-17). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co,, 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue, 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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7. Claims 1-10 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Oz'819 In view of Campbeir024. 

8. Claim 1 , 2, 3, 5: Oz'819, discloses a method of repairing a heart valve by 
advancing a catheter (column 6, lines 29-34) through a patient's vasculature (column 8, 
lines 19-21) having a fastener (second structure) releasably attached (column 2, lines 
47-54). The fastener is deployed to hold the leaflets of the heart valve together and 
reduce regurgitation (column 2, lines 47-54). Oz'819 does not teach deploying a first 
structure (ring). 

9. Campbeir024 teaches the use of a support ring used to sun-ound the annulus in 
order to restore the natural size and shape of the annulus so that it can function 
normally (column 1 , lines 18-22). It would have been obvious to deploy the ring device 
taught by Campbeir024 on the catheter taught by Oz'819 because it would repair a 
weakened valve and avoid performing open-heart surgery on a patient, which is 
preferably avoided due to the increased risk and lengthened recovery time. 

10. Claim 4: Oz'81 9 discloses that the structure can be deployed on the atrial side of 
the annulus (column 7, lines 51-58). 

1 1 . Claim 6-9: Oz'81 9 discloses modifying the spatial relationship between the 
leaflets by clipping opposed points along the leaflets together (column 5, lines 46-56 
and Figure 13). Oz'819 discloses that clips, staples, coils, sutures, dual button 
fasteners, cufflink-like fasteners can be used to fasten the valve leaflets together 
(column 6, lines 23-28). 

12. Claim 10: Oz'819 discloses advancing the catheter through the 



Application/Control Number: 10/820,581 Page 6 

Art Unit: 3734 

interatrial septunn of the heart (column 8, lines 28-30). 

13. Claims 17 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Oz'819, as applied to Claim 11, in further view of Campbell, et al. (US Patent 
6,143,024). 

14. Claims 23 and 25 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Oz'819, as applied to Claim 21, in further view of Campbeir024. 

15. Claims 28, 29, and 31 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Oz'819, as applied to Claim 27, in further view of Campbeir024. 

16. Oz'819 discloses the limitations of Claims 17, 19, 23, 25, 28, 29 and 31 except 
for circumferentially shortening the annulus. Campbeir024 teaches the use of a support 
ring used to surround the annulus in order to restore the natural size and shape of the 
annulus so that it can function normally (column 1 , lines 18-22). It would have been 
obvious to deploy the ring device taught by Campbeir024 on the catheter taught by 
Oz'819 because it would repair a weal<ened valve and avoid performing open-heart 
surgery on a patient, which is preferably avoided due to the increased risl< and 
lengthened recovery time. 

Response to Arguments 

17. Applicant's arguments with respect to claims 1-35 have been considered but are 
moot in view of the new ground(s) of rejection. 

1 8. Regarding Applicant's assertion that Oz does not mention deploying a structure 
near the annulus of a heart valve. Examiner points Applicant to Figures 1 3-1 7 and 
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column 5, line 40 to column 7, line 35 which clearly disclose deploying a structure near 
the annulus of a heart valve. 

19. Applicant asserts that Oz does not disclose deploying a structure on the atrial 
side of the annulus. Examiner disagrees because Oz shows the leaflets are grabbed 
and a clip is attached at the point the leaflets are grabbed in Figure 13. 

20. Applicant asserts that the chordae are distinct anatomical structures from valve 
leaflets. Examiner maintains that if leaflets are linked, the chordae attached to the 
leaflets are linked through the leaflets. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Lindsey Bachman whose telephone number is 571-272- 
6208. The examiner can normally be reached on Monday to Thursday 7:30 am to 5 pm, 
and alternating Fridays. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hayes can be reached on 571-272-4959. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
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you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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